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AMENDMENT/REPLY TRANSMITTAL LETTER 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

Enclosed is a reply for the above-identified patent application. 

□ A Petition for Extension of Time is also enclosed. 

□ Terminal Disclaimer(s) and the □$65.00(2814) □ $130.00 (1814) fee per 
Disclaimer due under 37 C.F.R. § 1.20(d) are also enclosed. 

□ Also enclosed is/are 



□ Small entity status is hereby claimed. 

□ Applicant(s) requests continued examination under 37 C.F.R. § 1.1 14 and enclose the 
□ $395.00 (2801) □ $790.00 (1801) fee due under 37 C.F.R. § 1.17(e). 

□ Applicant(s) requests that any previously unentered after final amendments not be entered. 
Continued examination is requested based on the enclosed documents identified above. 

□ Applicant(s) previously submitted 



on 

for which continued examination is requested. 

□ Applicant(s) requests suspension of action by the Office until at least , 

which does not exceed three months from the filing of this RCE, in accordance with 37 C.F.R. 

§ 1;.103(c). The required fee under 37 C.F.R. § 1.1 7(i) is enclosed. 

□ A Request for Entry and Consideration of Submission under 37 C.F.R. § 1.129(a) (1809/2809) is also 
enclosed. 
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S No additional claim fee is required. 

□ An additional claim fee is required, and is calculated as shown below. 



AMENDED CLAIMS 




No. 
of Claims 


Highest No. 

of Claims 
Previously 

Paid For 


Extra Claims 


Rate 


Additional Fee 


Total Claims 


11 


MINUS 20 = 


0 


x $50.00 (1202) = 


$0.00 


Independent Claims 


1 


MINUS 3 = 


0 


x $200.00(1201) = 


$0.00 


If Amendment adds multiple dependent claims, add $360.00 (1203) 




Total Claim Amendment Fee 


$0.00 


□ Small Entity Status claimed - subtract 50% of Total Claim Amendment Fee 


• $ 0.00 


TOTAL ADDITIONAL CLAIM FEE DUE FOR THIS AMENDMENT 


$0.00 



□ A check in the amount of is enclosed for the fee due. 

□ Charge to Deposit Account No. 02-4800. 

□ Charge to credit card. Form PTO-2038 is attached. 

The Director is hereby authorized to charge any appropriate fees under 37 C.F.R. §§ 1.16, 1.17, 
1.20(d) and 1.21 that may be required by this paper, and to credit any overpayment, to Deposit Account 
No. 02-4800. This paper is submitted in duplicate. 

Respectfully submitted, 
BUCHANAN INGERSOLL PC 



P.O. Box 1404 

Alexandria, Virginia 22313-1404 /a -A f f I /S. 
(703) 836-6620 By f I ^KwL J 



Matthew L. Schneider 
Date: fv/ov^W I J^foT Registration No. 32,814 
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In re Patent Application of 
Yasushi Kinoshita et al. 
Application No.: 10/632,952 
Filed: August 4, 2003 
For: BALLOON CATHETER 



REQUEST FOR RECONSIDERATION 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sin; 

In response to the Official Action dated September 23, 2005, favorable 
reconsideration of this application is respectfully requested for at least the following 
reasons. 

The top of page two of the Official Action indicates that copies of the two 
international application publications cited in the Information Disclosure Statement 
filed on August 4, 2003 were not submitted with the Information Disclosure 
Statement. However, as explained in the previously submitted response, copies of 
the two international application publications can be found in the Patent Office's 
electronic database for this application. The undersigned telephoned Examiner 
Miggins on November 8, 2005 to discuss this matter. The undersigned explained 
that included amongst the electronic documents for this application in the Patent 
Office's PAIR system are the two international application publications submitted 
with the August 4, 2003 Information Disclosure Statement. Examiner Miggins kindly 
checked the Examiner's version of the Patent Office's electronic database once 
again and indicated that the two international application publications are now 



VA 813454.1 



Attorney's Docket No. 029650-143 
Application No. 10/632.952 

Page 2 

present. Examiner Miggins thus asked the undersigned to submit a copy of the 
previously submitted Information Disclosure Statement and such documents would 
be considered. Thus, attached to this Request for Reconsideration is a copy of the 
First Information Disclosure Statement and accompanying form PTO-1449 filed on 
August 4, 2003. The Examiner is respectfully requested to return an initialed and 
signed copy of form PTO-1449. 

Appreciation is expressed to Examiner Miggins for his time and attention 
during the interview that was conducted at the U.S. Patent and Trademark Office on 
November 17, 2005. The remarks below discuss the substance of the interview. . 

The undersigned explained during the interview that independent Claim 1 
defihes a balloon catheter comprising an elongated body and a balloon disposed on 
the distal side of the elongated body, with the balloon being made from a composite 
material composed of short-fibers for reinforcement and a matrix resin. As pointed 
out, Claim 1 goes on to recite that the fibers are oriented in the balloon in such a 
manner that in a longitudinal cross-section of the balloon 25% or more of the fibers 
are oriented in the major-axis direction of the balloon while 25% or more of the fibers 
are oriented in the direction oblique to the major-axis direction, and in a diametrical 
cross-section of the balloon 8% or more of the fibers are oriented in the 
circumferential direction of the balloon while 25% or more of the fibers are oriented in 
the direction perpendicular to the circumferential direction. 

The most recent Official Action states that the prior art rejection relying 
primarily upon International Application Publication No. WO 01/34062 to Chen et al. 
is based on the observation that the percentages recited in independent Claim 1 are 
open-ended at the upper end and so Claim 1 could be interpreted to read on prior art 
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in which 100% of the fibers are oriented in the major axis direction. However, as 
was explained during the interview, Claim 1 recites that in the longitudinal cross- 
section of the balloon, 25% or more of the fibers are oriented in the major-axis 
direction of the balloon and 25% or more of the fibers are oriented in the direction 
oblique to the major-axis direction. The claim further recites that in the diametrical 
cross-section of the balloon 8% or more of the fibers are oriented in the 
circumferential direction of the balloon and 25% or more of the fibers are oriented in 
the direction perpendicular to the circumferential direction. Since the claims recite 
that 25% or more of the fibers are oriented in the major-axis direction and 25% or 
more of the fibers are oriented in the direction oblique to the major-axis direction 
(considered with reference to the longitudinal cross-section of the balloon), these 
claims cannot be interpreted to read on prior art in which all (100%) of the fibers are 
oriented in the major-axis direction. Similarly, since the claims recite that 8% or 
more of the fibers are oriented in the circumferential direction and 25% or more of 
the fibers are oriented in the direction oblique to such direction (considered with 
reference to a diametrical cross-section of the balloon), these claims cannot be 
interpreted to read on prior art in which all (100%) of the fibers are oriented in the 
majbr-axis direction. 

During the interview, Examiner Miggins inquired into the purpose for 
constructing the balloon catheter in the manner claimed. The undersigned noted by 
way of example the discussion at several places in the application (e.g., the middle 
of page 14 and the middle of page 16) describing that the balloon is not as 
susceptible as other balloon constructions to the formation of weak portions in the 
balloon and so the balloon possesses sufficient strength to withstand pressure that 
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might otherwise contribute to the formation of pin-holes and cracks during balloon 
dilation. Also, the hoop strength and longitudinal strength of the balloon are 
improved. 

Chen et al. discloses a balloon constructed from a micro-composite material 
that includes a fibril component and a thermoplastic polymer material. As explained 
during the interview and discussed in the Amendment filed on July 1 , 2005, Chen et 
al. describes at the bottom portion of page four that the fibril component is oriented in 
a predetermined direction along the longitudinal axis of the balloon. The discussion 
beginning in line 23 of page seven of Chen et al. describes an alternative 
embodiment in which the fibers are oriented diagonally relative to the longitudinal, 
axis of the balloon. Here, Chen et al. describes that the parison 60 has fibers 62 
oriented diagonally to the axis in one direction (angle a) at the outset and changing 
gradually passing through the material to a second direction (angle p) at the inside 
surface. 

As explained during the interview, Chen et al. clearly does not recognize that 
the fibers should be dispersed in a particular manner and does not appreciate that 
there would be any benefit associated with doing so. Thus, an ordinarily skilled 
artisan studying the disclosure in Chen etai would not have been led to understand 
that the disclosed balloon should be constructed so that some percentage of fibers 
are oriented in the major-axis direction of the balloon while some percentage of 
fibers are oriented in the direction oblique to the major-axis direction, and so that in a 
diametrical cross-section of the balloon, some percentage of the fibers are oriented 
in the circumferential direction while some percentage of the fibers are oriented in 
the direction perpendicular to the circumferential direction. Further, the disclosure in 
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Chen et al. would not have motivated one to construct the disclosed balloon so that 
at least 25% of the fibers are oriented in the major-axis direction of the balloon and 
at least 25% of the fibers are oriented in the direction oblique to the major-axis 
direction (in a longitudinal cross-section of the balloon), and so that at least 8% of 
the fibers are oriented in the circumferential direction while at least 25% of the fibers 
are oriented in the direction perpendicular to the circumferential direction (in a 
diametrical cross-section of the balloon). 

Thus, for reasons discussed during the interview and set forth above, it is 
respectfully submitted that Chen etal. does not disclose a balloon catheter having 
the claimed construction set forth above. Further, U.S. Patent Application 
Publication No. 2003/009310 to Parsonage does not make up for the deficiencies 
pointed out above. Accordingly, a combination of the disclosures in Chen etal. and 
Parsonage would not have led one to construct a balloon catheter having the 
claimed combination of features. 

Accordingly, withdrawal of the rejections of record and allowance of 
application are earnestly solicited. 

Should any questions arise in connection with this application or should the 
Examiner believe that a telephone conference with the undersigned would be helpful 
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in resolving any remaining issues pertaining to this application the undersigned 
respectfully requests that he be contacted at the number indicated below. 

Respectfully submitted, 

Burns, Doane, Swecker & Mathis, l.l.p. 

Date: fVo'vwW H,tj qT- By: Ai ^fjw L J cA^J^^^ 



Matthew L. Schneider 
Registration No. 32,814 



P.O. Box 1404 

Alexandria, Virginia 22313-1404 
(703) 836-6620 
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